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A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

I) 13 Responsive to communication^) filed on 03 May 2007 and 20 August 2007 . 
2a)D This action is FINAL. 2b)[X] This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1 935 CD. 11, 453 O.G. 21 3. 

Disposition of Claims 

4) |3 Claim(s) 1-19.21-26 and 28-39 is/are pending in the application. 
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Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 

II) D The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 
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Art Unit: 1644 

DETAILED ACTION 

1 . A request for continued examination under 37 CFR 1.114, including the fee 
set forth in 37 CFR 1 .17(e), was filed on 08/20/2007 in this application after final 
rejection. Since this application is eligible for continued examination under 37 CFR 
1.114, and the fee set forth in 37 CFR 1 . 1 7(e) has been timely paid, the finality of the 
previous Office action has been withdrawn pursuant to 37 CFR 1.114. Applicant's 
submission filed on 08/20/2007 has been entered. 

Applicant's amendment and remarks, filed on 05/03/2007, are acknowledged, 
and have been entered. 

Claims 1 - 19, 21 - 26, and 28 - 39 are pending. 

Claims 1 - 18 and 32 - 39 stand withdrawn from further consideration pursuant 
to 37 CFR 1.142(b), as being drawn to nonelected Inventions/Species, there being no 
allowable generic or linking claim. Applicant timely traversed the restriction requirement 
in the reply filed on 05/08/2006. 

Claims 19, 21 - 26, and 28 - 31 are under consideration in the instant 
application. 

This Office Action will be in response to applicant's amendment and arguments, 
filed on 08/20/2007. 

The rejections of record can be found in the previous Office Action, mailed on 
01/19/2007. 
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The rejections of record have been withdrawn in view of Applicant's 
amendment and arguments, except as set forth herein. 

It is noted that New Grounds of Rejection are set forth herein. 

2. It is noted that Applicant's arguments regarding the rejection of record under 
35 USC 112, first paragraph (enablement) rely on evidentiary references provided as 
Exhibits A - E. These references have been cited of record in the file of the instant 
application. 



3. The following is a quotation of the second paragraph of 35 U.S.C. 112. 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

4. Claims 25 - 26 and 28 - 31 stand rejected under 35 U.S.C. 112, second 
paragraph, as being indefinite for failing to particularly point out and distinctly claim the 
subject matter which applicant regards as the invention. 

Claims 25 - 26 and 28 - 31 are indefinite in the recitation of "wherein the level of 
one or more B7-H1 -specific antibodies in the sample correlates with the stage of the 
disease or pathological condition," because the phrase is vague and indefinite. 

Applicant's arguments have been fully considered but have not been found 
convincing. 
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Applicant argues that the skilled artisan can ascertain normal levels of antibody 
as it pertains to a particular disease or condition. 

This is not seen as addressing the ambiguity of the claim language, in particular 
with respect to the direction of the recited "correlation," i.e. positive or negative, and to 
the meaning of the "stage" of the disease, i.e. does a higher level of antibody mean a 
more advanced stage of disease, or a less advanced? 

Therefore, the rejection of record is maintained for the reasons of record, as it 
applies to the amended claims. The rejection or record is incorporated by reference 
herein, as if reiterated in full. 

New Grounds of Rejection 

5. The following is a quotation of the first paragraph of 35 U-S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and 
process of making and using it, in such full, clear, concise, and exact terms as to enable any person 
skilled in the art to which it pertains, or with which it is most nearly connected, to make and use the same 
and shall set forth the best mode contemplated by the inventor of carrying out his invention. 

6. Claims 19, 21 -26, and 28 - 31 are rejected under 35 U.S.C. 112, first 
paragraph, as failing to comply with the enablement requirement. The claims contain 
subject matter which was not described in the specification in such a way as to enable 
one skilled in the art to which it pertains, or with which it is most nearly connected, to 
make and/or use the invention. 
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The specification does not enable one of skill in the art to practice the invention 
as claimed without undue experimentation. Factors to be considered in determining 
whether undue experimentation is required to practice the claimed invention are 
summarized in In re Wands (858 F2d 731, 737, 8 USPQ2d 1400, 1404 (Fed. Cir. 
1988)). The factors most relevant to this rejection are the scope of the claim, the 
amount of direction or guidance provided, limited working examples, the unpredictability 
in the art and the amount of experimentation required to enable one of skill in the art to 
practice the claimed invention. 

The specification does not provide a sufficient enabling description of the claimed 
methods, because it does not provide a sufficient enabling description of how to 
determine whether the level of recited antibodies in the sample is " elevated ." 

The specification discloses a working example wherein the levels of anti-B7-H1 
autoantibodies in RA patients is compared to that of healthy patients (e.g. Figure 1E). 
However, this is not seen as sufficient as enabling the skilled artisan pt practice the 
claimed methods as they apply to other autoimmune conditions. 

Applicant's arguments at pages 9-11 of the Response filed on 05/03/2007 are 
seen as pertinent to the present rejection. Applicant submits that the present invention 
is not limited by methods of establishing "normal" values and that any of a number of 
possible "normal" values can be used in the claimed methods. One of skill in the art 
would need to determine whether the variability of autoantibody levels between subjects 
is high or low, and to establish the feasibility of performing the methods of the instant 
claims. 

It is acknowledged that the methods one of skill in the art would use to ascertain 
how to determine the "elevated" level of autoantibody indicative of disease are routine in 
the art; however, given the limited guidance the amount of experimentation required 
appears to be unnecessarily, and improperly, extensive and undue. 
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7. Conclusion: no claim is allowed. 



8. Any inquiry concerning this communication or earlier communications from 
the examiner should be directed to ILIA OUSPENSKI whose telephone number is 571- 
272-2920. The examiner can normally be reached on Monday-Friday 9-5. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Christina Chan can be reached on 571-272-0841 . The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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Patent Examiner 



Art Unit 1644 



October 6, 2007 



